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510(K) SUMMARY

Common/Usual Name: T opical I Icniotat

Product Trade Name: Throrhi(cil thrombin/gelati foam hemostat

Classification Name: I nclassificd, product code I Ito

Manufacturer: Vascular Solutions, Inc.
6464 Svcanior- Court
Nlinneapolis. Minnesota 55369

Establishment Registration: 2134812

Contact: Linda Busklein
Sr. Regulatory Affairs Associate
(763) 656-421 7 phone, (763) 656-4250 Fax

Performance Standards: No performance standards havc been developed under section 514 for
this device.

Device Description: The Thrombi(ci thrombin/gelatin foam hemostat consists of a
lvophilized gelatin foam pad cinntaining thrombin, sodium
CarboxyrnCthlIcellu h IsC, and calcium chloride.

The I'hmromhbiGel is applied directly over the source of bleeding,
creating a phy sical harrier to blood flow through the application of
adiJUnctive nanual compression 'Ihe INophilizcd components

(thrtoibin, ( MC, and calcium chloride) establish an environment in
wvhich a natural blood clot can build and form a physical barrier to
blceding. I he thrombin facilitates hemostasis by enhancing the
surface activated clotting cascade through enzymatic cleavage and
coa crsinr tIf fibritogen to fibrin.

Intended Use: l'h I hrouhi(e;CI is applied topicall 3 and is iidicated as a trauma
dressing for rcmpioryn control of m(oderate t, severtly bleeding
wvounds aind ftr the control (f surface bleeding From vascular access
sites anrd per( titncolus catheters or tubes

Sumimary of Non-Clinical
Testing: 'estiing included assessill/eni Of the phy sical properties of the

I\,philieCd pand 11(d its ability to achievc its intenldcd use Ilhe results
of the tests CouiifitrisnlC the suitability If the device for its irtended use

Predicate Devices: lra iirb.( ;cl rh un robin./gelltAiili Foam helnmost:at (K(5{051 I1)

Conclusions: Ihe l.1hr mhn;el fioam 'eho moslat pad is substi:ltirli Cluivalent to the
(LiriInIk Inwikcied I 1ll1otni(i ;el 11 ]icmemostat based (1/ :1

COtlip:uis(iI 4, 1t1C ildictliC:llls for mise mind thI technollI'ical
;ltalnicritmics ,i tI i dts ice



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

FEB 9 0UU6

Ms. Linda Busklein
Senior Associate, Regulatory Affairs
Vascular Solutions, Inc.
6464 Sycamore Court
Minneapolis, Minnesota 55369

Re: K053644
Trade/Device Name: ThrombiGelTM thrombin/gelatin foam hemostat
Regulatory Class: Unclassified
Product Code: FRO
Dated: December 28, 2005
Received: December 30, 2005

Dear Ms. Busklein:

We have reviewed your Section 5 1 0(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 5 10(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
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marketed predicate device results in a classification for your device and thus, permits your
device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0115. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21 CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

ark N. Melkerson
Acting Director
Division of General, Restorative

and Neurological Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



Indications for Use Statement

510(k) Number: r0S~
Device Name: ThrombiGelTM thrombin/gelatin foam hemostat

Indications for Use:

The ThrombiGel thrombin/gelatin foam hemostat is applied topically and is indicated asa trauma dressing for temporary control of moderate to severely bleeding wounds andfor the control of surface bleeding from vascular access sites and percutaneous catheters
or tubes.

Prescription Use X AND/OR Over-The-Counter Use(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PI :ASE DO NOT WRIFFT 13ELOW Ti]IS LINrE-CONTINUtJ ON ANOTHLItR PAG[ IF:NELI H[D)

('0CpUrrence of (I)RI I, OfIicC Of Device Evaluatio n (OI)11)

(Division Sign.-Orni
Division of General,
and Neurologicw IX , Io

510(k) Nwuti i ~•


